
Message 

From: 

Sent: 
To: 

CC: 

Subject: 
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Good evening, 

Wise, Julie A. EOP/OMB [Julie_Wise@omb.eop.gov] 
1/5/2017 10:59:48 PM 
lnteragencyReviews [lnteragencyReviews@epa.gov]; WCTS - OBPA USDA Reg [usdareg@obpa.usda.gov]; Morris, Jeff 
[Morris.Jeff@epa.gov]; James_H_Kim@omb.eop.gov; Winters, Paul A. EOP/OMB [Paul_A_Winters@omb.eop.gov]; 
Engelberg, Noah EOP/OMB [Noah_Engelberg@omb.eop.gov]; Davenport, Joanne Chow C. EOP/OMB 
[Joanne_Chow_Davenport@omb.eop.gov]; Stein, Nora EOP/OMB [Nora_Stein@omb.eop.gov]; Dorjets, Vlad 
EOP/OMB [Vladik_Dorjets@omb.eop.gov]; Michael J - APHIS Firko [Michael.J.Firko@aphis.usda.gov]; Segal, Mark 
[Segal.Mark@epa.gov]; McNally, Robert [Mcnally.Robert@epa.gov]; Carol.linden@fda.hhs.gov; 
Leslie.Kux@fda.hhs.gov; Ritu.Nalubola@fda.hhs.gov; Sid Abel [Sidney.W.Abel@aphis.usda.gov]; Mendelsohn, Mike 
[Mendelsohn.Mike@epa.gov]; Farquharson, Christine E. EOP/OMB [Christine_E_Farquharson@omb.eop.gov]; Isaac, 
Freeda E - APHIS [Freeda.E.lsaac@aphis.usda.gov]; McPhaden, Megan B. EOP/OMB 
[Megan_B_McPhaden@omb.eop.gov]; Leetmaa, Susan E. EOP/OMB [Susan_Leetmaa@omb.eop.gov]; Schechtman, 
Michael [Michael.Schechtman@ARS.USDA.GOV]; Szulman, Erin R. EOP/OSTP [Erin_R_Szulman@ostp.eop.gov]; 
Rasdall, Becky L.EOP/USTR[Rebecca_L_Rasdall@ustr.eop.gov]; Turner, John T - APHIS 
[John.T.Turner@aphis.usda.gov]; Milewski, Elizabeth [Milewski.Elizabeth@epa.gov]; 
Lisa.A.Ferguson@aphis.usda.gov; Keigwin, Richard [Keigwin.Richard@epa.gov]; Melinda.Belisle@aphis.usda.gov; 
John.Hicks@fsis.usda.gov; Doherty, Julia M. EOP/USTR [Julia_Doherty@ustr.eop.gov]; Penalva-Arana, Carolina 
[Penalva-Arana.Carolina@epa.gov]; Johnson, Carole EOP [carole.johnson@hhs.gov] 
Aguilar, Brenda L.EOP/OMB[Brenda_Aguilar@omb.eop.gov]; Barbero, Robbie J. EOP/OSTP 
[Roberto_J_Barbero@ostp.eop.gov]; Ferguson, Katharine W. EOP/WHO [Katharine_W_Ferguson@who.eop.gov]; 
Gross, Peter M. EOP/OMB [Peter_M_Gross@omb.eop.gov]; Welch-White, Venus M. EOP/OMB [Venus_M_Welch
White@omb.eop.gov]; Michele.Rollins@fda.hhs.gov; 'Diane.Rose@fda.hhs.gov'; Venegas, Ana M 
[avenegas@ida.org]; Higgins, Cortney J.EOP/OMB[Cortney_Higgins@omb.eop.gov]; 
Neil.E.Hoffman@aphis.usda.gov; Hull, Langston D - APHIS [Langston.D.Hull@aphis.usda.gov]; Hartman, Mark 
[Hartman.Mark@epa.gov] 
RE: REVISED: For review: Draft Guidances: Regulation of Intentionally Altered Genomic DNA in Animals+ Regulation 
of Mosquito-Related Products 
FDA Responses to USDA, EOP comments on GFI 187, GFI 236.docx; FDA response to USTR comments on RFl-draft 
1.5.17.docx; 00369974 Draft Revised GFI 187-1.5.17.doc; 00369974 NOA-Draft Revised GFI 187-12.30.16.docx; GFI 
236-Mosquito-related products-1.5.17.doc; 2016-1180 Mosquito NOA 12-30-16.docx; 2016-1248 RFl-redline-
1.5.17 .docx 

Please see the attached responses from FDA to the last round of comments (from USDA and EOP) on GFI 1.87, GFI 2.36 

and the GE Plant RFL Although there were no changes to the companion NOA's based on the last round of comments, I 

am reattaching them here so everyone has the full set of documents. 

If you have any final comments on these documents, please let me know no later than 1.pm tomorrow (1/6). At this 
point, we are asking for showstoppers only. 

Attachments: 

1.. Response document: on 187 /animals and 236/mosquitos (addressing USDA and EOP comments) 

L Response document on GE Plant RFI (addressing EOP/USTR comments) 

3. Revised 187 (redline) 

4. 187 companion NOA (redline; but no changes made from last round) 

5. Revised 236 (redline) 

6. 236 companion NOA (redline; but no changes made from last round) 

7. Revised GE Plant RFI (redline) 

Thank you, 
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